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Page 1 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph.800-994-6322 


AMINOCAPROIC ACID (PF) 250MG/ML INJECTABLE 





Flavor; 

Quantity made: 
Date made: 

1000 ML 
/ / 

Class: 

NDC1: 


PCCA ID: 

Schedule: 


Lot number: 







Beyond use date: 

/ / Time: 

: Days to exp. 90 





Pharmacist: 


Initials: 





Technician: 


Initials: 





Description: 

Equipment: 

AMBER/YELLOW 



Shape: 



Labeling: 

Ingredients 

DO NOT FREEZE 

Schedule: Quantity used 

QS 

(Actual) Opt 



1 AMINO CAPROIC ACID (6) POWDER 

L 250 GM 

□ 

Q 



Mfq: 

Lot#: 

Exp, date: 


Whlsr: 



Checked; n 

Name or Initials: 






(Each ML contains 0.25 GM or 25%) 






2 HYDROCHLORIC ACID 1 0% SOLUTION 

1 ML 

□ 

ra 



Mfq: 

Lot #: 

Exd. date: 

whlsr: 



Checked: n 

Name or Initials: 






(Each ML contains 0.001 ML or 0.1%) 






3 SODIUM HYDROXIDE 10% SOLN. SOLUTION 

O 1 ML 

□ 

ra 



Mfq: 

Lot #: 

Exp. date: 

Whlsr: 



Checked: n 

Name or initials: 






(Each ML contains 0.001 ML or 0.1%) 






4 WATER FOR INJECTION INJ 

OUT 

SI 

Q 



Mfq: 

Lot #: 

Exp. date: 

Whlsr: 



Checked: n 

Name or Initials: 






(Each ML contains 0 LIT or 0%) 






Mixing directions 


(Added all GM & GMS: 250.00) 

Time to make: 


Unit AWP: 




zebra bar code: 95700200313 

THIS FORMULATION IS A STERfLE FORMULA 77Q/V AND MUST BE MADE BY A PHARMACIST/TECHNICIAN WHO HAS BEEN 
APPROPRIATELY TRAINED IN ASEPTIC TECHNIQUE. 


FACILITY NAME:. 


SYRINGE OR VIAL SIZE: 


QUANTITY:. 


LOT#'S 


FILTER LOT# 

BAG LOT# 

OA Sample 

Number of QA Samples: QA Sample Volume: 

Technician Initial: Date: 


This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR. 


174755 34 23 000733 


FDA P00028803 
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NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph, 800-994-6322 

AMINOCAPROIC ACID (PF) 250MG/ML INJECTABLE 

Flavor: PCCAID: Schedule: 

FORMULA 1 , nw " " " 


AMINOCAPROIC ACID 250MG/ML IS MADE WITH n H20" (vs 40MG/ML STRENTGH IS MADE WITH SALINE) 

NOTE: may be dispensed in syringes or vials. 20mL fill in 20mL LL syr w/T.E. cap, 30mL fill in 30mL vial w/yellow 
cap, 10mL fill in 10mL clear vial w/yellow cap) 


1) WEIGH APPROPRIATE AMOUNT OF AMINOCAPROIC ACID POWDER 

2) ADD STEP-1 TO 70% OF FINAL VOLUME OF STERILE WATER (PF) WITH STIRRING. 

3) STIR TILL DISSOLVED THEN CHECK (PH) AND ADJUST TO (6.8) W/ METER. PH= 

4) QS TO FINAL VOLUME AND 0.22M FILTER INTO APPROPRIATE SIZE EMPTY STERILE SYRINGE W / TE CAPS 
OR VIALS amber WITH YELLOW CAPS 


DO NOT FREEZE. 
Note: 


This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR . 

PK Software, tnc. 


174755 34 23 000734 


FDA P00028804 
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NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6322 


PROCAINE (PF) [CP STOCK] 10% SOLUTION 




Flavor: 



PCCA ID: 

Schedule: L 

Quantity made: 
Date made: 

100 ML 
/ / 

Class: 

NDC1: 



Lot number: 





Beyond use date: 

i i Time: : 

Days to exp. 60 



Pharmacist: 


Initials: 



Technician: 


Initials: 



Description: 

Equipment: 



Shape: 


Labeling: 

Ingredients 


Schedule: Quantity used 

QS (Actual) Opt. 


1 PROCAINE HCL CRYSTALS 

Mfa: Lot #: 

iqgm 
E xp. date: 

1=1 Whlsr: 


Checked: n 

Name or Initials: 




(Each ML contains 0.1 GM or 10%) 




2 SODIUM METABISULFITE FCC (STERILE) GRANUALE - 0.1 GM 

Mfq: Lot #: Exp. date: 

1=1 Whlsr: 


Checked: n 

Name or Initials: 




(Each ML contains 0.001 GM or 0.1%) 




3 SODIUM HYDROXIDE 10% SOLN. SOLUTION 

Mfa: Lot #: 

O 1 ML 

Exp. date: 

1=1 Whlsr: 


Checked: n 

Name or Initials: 




(Each ML contains 0.Q1 ML or 1%) 




4 WATER FOR INJECTION INJ 

Mfa: Lot #: 

100 ML 
Exp. date: 

1=1 Whlsr: 


Checked: n 

Name or Initials: 




(Each ML contains 1 ML or 1 00%) 






(Added alIGM&GMS: 10.10) 

Time to make: 

Unit AWP: 


Mixing directions 






THIS FORMULATION ISA STER/LE FORMULA 77KW AND MUST BE MADE BY A PHARMACIST/TECHNICIAN WHO HAS BEEN 
APPROPRIATELY TRAINED IN ASEPTIC TECHNIQUE. 


VIAL/SYRINGE SIZE: 

QUANTITY: 

LOTrS 

FILTER LOT# 

VIAL LOT# 

STOPPER LOT# 

QA Sample 

Number of QA Samples: QA Sample Volume: 

Technician Initial: Date: 

FORMULA — — — 

This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR. 

PK Software, me. 

174755 34 23 000735 


FDA P00028805 







< 


a 
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PROCAINE (PF) [CP STOCK] 10% SOLUTION 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6322 


Flavor: PCCA ID: Schedule: L 

1) DISSOLVE PROCAINE HCL AND SODIUM METABISULFITE IN 90% WATER FOR INJECTION. 

2) ADJUST PH TO 6-7 WITH HCL 10%/naoh 10% RECHECK PH. 

3) QS TO FINAL VOLUME AND 0.22M FILTER INTO APPROPRAITE SYRINGE, VIAL, ETC. 


Note: 


This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR. 

PK Software, Inc. 

174755 34 23 000736 


FDA P00028806 
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NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6322 

L-GLUTAMATE/L-ASPARTATE 0.46M SOLUTION 

Flavor: PCCA ID: Schedule: 

Quantity made: 1000 ML Class: 

Date made: / / NDC1: 

Lot number: 

Beyond use date: / / T ime: : Days to exp. 90 

Pharmacist: Initials: 

Technician: Initials: 

Description: Shape: 

Equipment: 


Labeling: REFRIGERATE 
Ingredients 


1 L-ASPARTIC ACID SODIUM (CP) POWDER 

Mfg: Lot #: _ 

Checked: □ Name or Initials: 

(Each ML contains 0.0398 GM or 3.98%) 

2 MONOSODIUM L-GLUTAMATE (CP) POWDER 

Mfg: Lot #: _ 

Checked: □ Name or Initials: 

(Each ML contains 0.043 GM or 4.3%) 

3 WATER FOR INJECTION INJ 

Mfg: Lot #: _ 

Checked: □ Name or Initials; 

(Each ML contains 1 ML or 100%) 


Mixing directions 


Schedule: Quantity used 

39.81 3 GM 

Exp. date: _ 


L 43.0399 GM 

Exp. date: „ 


1000 ML 
Exp. date: _ 


(Added ail GM & GMS: 82.85) 
Time to make: 


QS (Actual) 
□ 


□ 


a 


Opt. 


Ql 


hlsr: 


7hlsr: 


Qhlsr; 


Unit AWP: 


6/1672009 


THIS FORMULATION ISA STER/LE FORMULA T/ON AHD MUST BE MADE BY A PHARMACIST/TECHNICIAN WHO HAS BEEN 
APPROPRIATELY TRAINED IN ASEPTIC TECHNIQUE. 

FILTER LOT# 

BAG LOT# 

MW: MSA-1 73.1 g/mol MSG-187.1 3g/mol 


OA Sample 

Number of QA Samples: QA Sample Volume: 

Technician Initial: Date: 

FORMULA * ^ 


1) WEIGH L-ASPARTIC ACID (MONOSODIUM L-ASPARTATE) AND MONOSODIUM L-GLUTAMATE IN WEIGH 
CONTAINER. 

2) ADD 70% FINAL VOLUME OF STERILE WATER TO AN APPROPRIATE SIZE BEAKER. 

3) ADD CHEMICALS TO WATER WITH STIRRING. STIR TILL DISSOLVED. 

4) QS TO FINAL VOLUME WITH STERILE WATER, CHECK pH AND RECORD RANGE (pH 6-8) NO 

ADJUSTMENT NECESSARY. 

5) 0.22M FILTER INTO EMPTY STERILE BAGS 


Note: 


This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR . 


PK Software, Inc. 


174755 34 23 000737 


FDA P00028807 
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L-GLUTAMATE/L-ASPARTATE 0.92M SOLUTION 


Flavor: 

Quantity made: 
Date made; 
Lot number: 
Beyond use date:_ 
Pharmacist: 
Technician: 
Description: 
Equipment: 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph.800-994-6322 


PCCAID: 


1000 ML 
/ / 


Class: 

NDC1: 


Days to exp. 90 

Initials: 

Initials: 


Labeling: REFRIGERATE 


Ingredients 

Schedule: Quantity used 

QS (Actual) 

Opt 

1 L-ASPARTIC ACID SODIUM (CP) POWDER 

73.8 GM 

□ 

Whlsr: 

Mfa: Lot#: 

Exp. date: 


Checked: n Name or Initials: 




(Each ML contains 0.0738 GM or 7.38%) 




2 MONOSODIUM L-GLUTAMATE (CP) POWDER 

L 89.8 GM 

□ 

- □ 

Mfa: Lot #: 

Exp. date: 


whlsr: 


Checked: □ Name or Initials; 

(Each ML contains 0.0893 GM or 8.98%) 


WATER FOR INJECTION INJ 

Mfg: Lot#: 

Checked: Q Name or Initials; 

(Each ML contains 1 ML or 1 00%) 


Mixing directions 


BARCODE: 77777000004 


1000 ML 
Exp. date: _ 


(Added all GM & GMS: 163.60) 
Time to make: 


Unit AWP: 


THIS FORMULATION ISA STERtLE FORMULATION AN 
APPRO PRI ATE LY TRAIN ED IN ASEPTIC TECHNIQUE. 


) MUST BE MADE BY A PHARMACIST/TECHNICIAN WHO HAS BEEN 


FILTER LOT# 


Number of QA Samples:_ 
Technician Initial: 


QA Sample Volume: 


1) WEIGH L-ASPARTIC ACID (MONOSODIUM L-ASPARTATE) AND MONOSODIUM L-GLUTAMATE IN WEIGH 
CUPS. 

2) ADD 70% FINAL VOLUME OF STERILE WATER TO AN APPROPRIATE SIZE BEAKER. 

3) ADD CHEMICALS TO WATER WITH STIRRING. STIR TILL DISSOLVED. 

4) QS TO FINAL VOLUME WITH STERILE WATER 

5) CHECK PH: (RANGE 6-7 W/ NO ADJ.) 

6) 0.22M FILTER INTO EMPTY STERILE BAGS 


This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR. 


174755 34 23 000738 


FDA P00028808 




BAR CODE: 77777000011 


Number of QA Samples: 
Technician Initial: 


_ QA Sample Volume: 
Date: 


““blue zebra label -0 


1) WEIGH POWDERS IN STERILE WEIGH CUPS ON ANALYTICAL BALANCE 

2) ADD TO 80% FINAL VOLUME OF STERILE WATER WITH STIRRING 

3) ONCE DISSOLVED CHECK PH (5.0-6.0) ADJUST TO RANGE IF NECESSARY. 

4) QS TO FINAL VOLUME AND RE-CHECK PH 

5) 0.2M FILTER INTO STERILE EMPTY BAGS 


This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR. 


174755 34 23 000739 


FDA P00028809 
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CPD-A-1 ANTICOAGULANT SOLN 

Flavor: 

Quantity made: 1 00 ML 

Date made: / / 

Lot number: 

Beyond use date: / / T ime: 

Pharmacist: 

Technician: 

Description: 

Equipment: 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 80(^994-6322 


PCCA ID: Schedule: 

Class: 

NDC1: 

Days to exp. 90 

Initials: 

Initials: 

Shape: 


Labeling: TEAL LABEL 
Ingredients 


Schedule: Quantity used QS (Actual) Opt. 


1 CITRIC ACID USP-FCC MONOHYDRATE (CP) POWDE 

Mfg: Lot#: 

Checked: □ Name or Initials: 

(Each ML contains 0.00299 GM or 0.299%) 

2 SODIUM CITRATE, DIHYDRATE (CP) GRANULES 

Mfg: Lot#: 

Checked: □ Name or Initials: 

(Each ML contains 0.0263 GM or 2.63%) 

3 SODIUM PHOSPHATE MONOBASIC (CP) POWDER 

Mfg: Lot#: 

Checked: □ Name or Initials: 

(Each ML contains 0.00222 GM or 0.222%) 

4 DEXTROSE ANHYDROUS-USP (CP) POWDER 

Mfg: Lot#: 

Checked: □ Name or Initials: 

(Each ML contains 0.0319 GM or 3.19%) 

5 ADENINE ***~BASE*“ 1GM ADENINE HCL = 0.79GM ADI 

Mfg: Lot#: 

Checked: □ Name or Initials: 

(Each ML contains 0.213 MG or 0.0213%) 

6 WATER FOR INJECTION INJ 

Mfg: Lot#: 

Checked: □ Name or Initials: 

(Each ML contains 1 ML or 100%) 


O 0.299 GM 

Exp. date: _ 


L 2.63 GM 

Exp. date: _ 


0.222 GM 
Exp. date: _ 


L 3.19GM 

Exp, date: __ 


21. 33 MG 
Exp, date: _ 


100 ML 
Exp. date: _ 


(Added all GM & GMS: 6.34) 
Time to make: 


Mixing directions 


□ 


□ 


□ 


□ 


□ 




y 

y 

y 

y 

y 

y 


hlsr: 


hlsr: 


hlsr: 


hlsr: 


hlsr: 


hlsr: 


Unit AWP: 


BAR CODE: 77777000007 

cpda-1 contains a SUGHTLY higher concentration of dextrose vs. cpda 


QA Sample 

Number of QA Samples: QA Sample Volume: 

Technician Initial: Date: 


FQRMULA n ^ c * Q>cta, ^" , ' 1 , : ,a n i " , n ^ -m-.^^-******^^ 

1 GM ADENINE HCL = 0.79GM ADENINE 

CONVERTING BASE TO HCI > 0.6ML of 12M HCI (37%) per GRAM OF 

ADENINE. IF USING 20/ HCI, THEN USE 5 TIMES MORE OF HCI 


This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR. 


174755 34 23 000740 


FDA P00028810 
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CPD-A-1 ANTICOAGULANT SOLN 

Flavor: PCCA ID: Schedule: 

1) WEIGH POWDERS IN STERILE WEIGH CUPS ON ANALYTICAL BALANCE 

2) ADD TO 80% FINAL VOLUME OF STERILE WATER WITH STIRRING 

3) ONCE DISSOLVED CHECK PH (5.0-6.0) ADJUST TO RANGE IF NECESSARY. 

4) QS TO FINAL VOLUME AND RE-CHECK PH 

5) 0.2M FILTER INTO STERILE EMPTY BAGS 

Note: 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph.800-994-6322 


This formula is a trade 


secret of NEW ENGLAND COMPOUNDING CTR . 


PK Software, me 


174755 34 23 000741 


FDA P00028811 
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NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6322 

CPD-A ANTICOAGULANT SOLN 


Flavor: 

Quantity made: 1 00 ML 
Date made: / 

Lot number: 

Beyond use date: / / 

Pharmacist: 

Technician: 

Description: 

Equipment: 


Class: 

NDC1: 


Time: 


Days to exp. 90 

_ Initials: 

_ Initials: _ 


PCCAID: Schedule: 


Shape: 


Labeling: 
Ingredients 


Schedule: Quantity used QS (Actual) Opt 


1 CITRIC ACID USP-FCC MONOHYDRATE (CP) POWDE O 
Mfg: Lot#:. 


Checked: □ Name or Initials: 

(Each ML contains 0.00299 GM or 0.299%) 


0.299 GM 
Exp. date: _ 


2 SODIUM CITRATE, DIHYDRATE (CP) GRANULES L 
Mfg: Lot#:. 


Checked: □ Name or Initials: 
(Each ML contains 0.0263 GM or 2.63%) 


2.63 GM 
Exp. date: _ 


3 SODIUM PHOSPHATE MONOBASIC (CP) POWDER 

Mfg: Lot#: 

Checked: □ Name or initials: 

(Each ML contains 0.00222 GM or 0.222%) 


0.222 GM 
Exp. date: _ 


4 DEXTROSE ANHYDROUS-USP (CP) POWDER L 

Mfg: Lot#:. 


Checked: □ Name or Initials: 

(Each ML contains Q.0317 GM or 3.17%) 


3.174GM 
Exp. date: _ 


5 ADENINE ***BASE*** 1GM ADENINE HCL = 0.79GM ADI 
Mfg: Lot#:. 


Checked: □ Name or Initials: 
(Each ML contains 0.213 MG or 0.021 3%) 


21.33 MG 
Exp. date: _ 


6 WATER FOR INJECTION INJ 
Mfg: 


Lot#: 


Checked: □ Name or Initials: 

(Each ML contains 1 ML or 100%) 


100 ML 
Exp. date: _ 


(Added all 
Time 


GM & GMS: 6.32) 
to make: 


Mixing directions 


□ 


□ 


□ 


□ 


n 




y 

y 

y 

y 

y 

y 


hlsr: 


hlsr: 


hlsr: 


hlsr: 


hlsr: 


hlsr: 


Unit AWP: 


BAR CODE: 77777000006 

cp da contains adenine and a higher concentration of dextrose vs. cpd 


OA Sample 

Number of QA Samples: QA Sample Volume: 

Technician Initial: Date: 


FORMUL A ‘ fa ta Mfl,0,fllate, flWn , ^ ,n,n * 

1 GM ADENINE HCL = 0.79GM ADENINE 

CONVERTING BASE TO HCI >0.6MLof 12M HCI (37/) per GRAM OF 

ADENINE. IF USING 20/ HCI, THEN USE 5 TIMES MORE OF HCI 

This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR. 


174755 34 23 000742 


FDA P00028812 
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NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph.800-994-6322 

CPD-A ANTICOAGULANT SOLN 

Flavor: PCCA ID: Schedule: 

1) WEIGH POWDERS IN STERILE WEIGH CUPS ON ANALYTICAL BALANCE 

2) WEIGH ADENINE SEPARATELY AND DISSOLVE IN HCL 20% PRIOR INTRODUCTION TO SOLUTION 

3) ADD TO 80% FINAL VOLUME OF STERILE WATER WITH STIRRING 

4) ONCE DISSOLVED CHECK PH (5.0-6.0) ADJUST TO RANGE IF NECESSARY. 

5) QSTO FINAL VOLUME AND RE-CHECK PH 

6) 0.2M FILTER INTO STERILE EMPTY BAGS 

Note: 


This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR. 


174755 34 23 000743 


FDA P00028813 
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CARDIOSOL (NECC P LEG! SOL)" SOLUTION 


Flavor: 

Quantity made: 
Date made: 
Lot number: 
Beyond use date:_ 
Pharmacist: 
Technician: 
Description: 
Equipment: 


1000 ML 
/ / 


Class: 

NDC1: 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph.800-994-6322 


PCCAID: 


Days fo exp. 180 

Initials: 

Initials: 


Ingredients 

1 CALClUfV 


Labeling: 


CALCIUM CHLORIDE DIHYDRATE [CP] POWDER 
Mfg: Lot#: 


Schedule: Quantity used QS (Actual) 

176 MG □ 


Checked: 

n Name or Initials: 




(Each ML contains 0.176 MG or 0.0176%) 




2 MAGNESIUM CHLORIDE [CP] POWDER 

Mfa: Lot#: 

3.253 GM 
Exp, date: 

□ 

^hlsr: 

Checked: 

□ Name or Initials: 






(Each ML contains 0.00325 GM or 0.325%) 
POTASSIUM CHLORIDE GRANUALE 

Mfg: Lot#: 

Checked: □ Name or Initials: 

(Each ML contains 0.001 1 9 GM or 0.1 1 9%) 

SODIUM CHLORIDE (CP) GRANUALE 
Mfg: Lot#: 


Checked 


Name or Initials: 


(Each ML contains 1 ML or 100%) 


Mixing directions 


1 .193 GM 
Exp. date: _ 


Checked: fl Name or Initials: 

(Each ML contains 0.00643 GM or 0.643%) 







5 WATER FOR INJECTION INJ 

1000 ML 

0 

^fllhlsr: 

Mfa: Lot#: 

Exp. date: 



(Added all GM & GMS: 10.88) 
Time to make: 


Unit AWP: 


11/12/2009 


THIS FORMULATION IS A STEB/LEJEQBMULA TtON AN 
APPROPRIATELY TRAINED IN ASEPTIC TECHNIQUE. 


> MUST BE MADE BY A PH ARM ACI ST/TECH Nl ClAN WHO HAS BEEN 


FILTER LOT#_ 


Number of QA Samples:_ 


QA Sample Volume:_ 


Technician Initial: 


This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR. 


174755 34 23 000745 


FDA P00028815 
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CARDIOSOL (NECC PLEGISOL) SOLUTION 
Flavor: 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6322 


PCCA ID: Schedule; 


FORMULA' **■ w ""“**** 

PLEGISOL: CARDIOPLEGIA DILUENT 


1) WEIGH POWDERS ON ELCTRONIC ANALYTICAL BALANCE, PRINT WEIGHTS 

2) SLOWLY ADD POWDERS TO 80% FINAL VOLUME OF STERILE WATER WITH STIRRING 

3) ONCE IN SOLUTION QS TO FINAL VOLUME 

4) CHECK AND RECORD PH ( ) RANGE 3.S-3.9. ADJUST WITH HCL 10% = 2.5MLS FOR 50 LITERS 

5) 0.22M FILTER INTO EMPTY STERILE IV BAGS 

6) DRAW 2X 5ML SAMPLES FOR STERILITY/ENDOTOXIN ASSAY 

Note: 


This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR. 


174755 34 23 000746 


FDA P00028816 




(Added all GM & GMS: 3.63) 

Time to make: Unit AWP: 6/10/2009 


Mixing directions 

BAR CODE: 77777000002 


THIS FORMULATION IS A STER/LE FORMULA 77QA / AND MUST BE MADE BY A PHARMACIST/TECHNICIAN WHO HAS BEEN 
APPROPRIATELY TRAINED IN ASEPTICTECHNIQUE. 


BAG SIZE: 


QUANTITY- 


LOT#* S 



FDA P00028817 
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TROMETHAMINE (THAM) (PF)-(CP-STOCK) 0.3M SOLUTION 


MEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph.800-994-6322 


Flavor: 


PCCA ID: Schedule: 


1) WEIGH TROMETHAMINE (TRIS) IN STERILE WEIGH CUP 

2) ADD TO 80% FINAL VOLUME OF STERILE WATER WITH STIRRING 

3) ONCE IN SOLUTION CHECK PH AND ADJUST TO 8.6 (Range: 8.4-87) WITH GLACIAL ACETIC ACID 

4) QS TO FINAL VOLUME WITH STERILE WATER AND RE-CHECK/ADJUST PH 

5) 0.22M FILTER INTO EMPTY STERILE BAGS/LABEL 


THAM 0.3M , 3.3ml=1 Meq=1 2Gmg+++++ 

Note: 


This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR . 


174755 34 23 000748 


FDA P00028818 



Formula Worksheet (plain) 
10/3/2012 12:53:48 PM 
Page 1 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLYST. 

FRAMINGHAM, MA 01702 Ph.800-994-6322 


TROMETH AMINE (THAM) (PF) (CP-STOCK) 0.6M SOLUTION 



Flavor: 



PCCAID: 

Schedule: 

Quantity made: 
Date made: 

100 ML 

I / 

Class: 

NDC1: 



Lot number: 





Beyond use date: 

/ / Time: 

: Days to exp. 90 



Pharmacist: 


Initials: 



Technician: 


Initials: 



Description: 

Equipment: 



Shape: 


Labeling: 

Ingredients 


Schedule: Quantity used 

QS (Actual) Opt. 


1 TROMETHAMINE-USP (CP) POWDER 

Mfa: Lot #: 

L 7.2684 GM 

Exd. date: 

D Whlsr: 


Checked: n 

Name or Initials: 




(Each ML contains 0.0727 GM or 7.27%) 




2 WATER FOR INJECTION INJ 

Mfa: Lot #: 

100 ML 
Exp. date: 

1=1 ^hlsr: 


Checked: n 

Name or Initials: 




(Each ML contains 1 ML or 100%) 




3 GLACIAL ACETIC ACID LIQUID 

Mfa: Lot #: 

0.5 ML 
Exd. date: 

^ Uhlsr: 


Checked: n 

Name or Initials: 




(Each ML contains 0.005 ML or 0,5%) 






(Added all GM & GMS; 7.27) 
Time to make: 

Unit AWP: 


Mixing directions 






BAR CODE; 77777000009 - BROWN COLOR LABEL 


THIS FORMULATION IS A STERILE FORMULA 77QA/ AN D MUST BE MADE BY A PHARMACIST/TECHNICIAN WHO HAS BEEN 
APPROPRIATELY TRAINED IN ASEPTIC TECHNIQUE. 


BAG SIZE; 

QUANTITY: 

LOT#'S 

FILTER LOT# 

BAG LOT# 

OA Sample 

Number of QA Samples: QA Sample Volume: 

Technician Initial: Date: 

FORMULA * ^ * ’ ""***»" i r > nm < r i r . , 

This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR. 

PK Software, Inc. 

174755 34 23 000749 


FDA P00028819 



Formula Worksheet (plain) 

10/3/2012 12:53:48 PM 
Page 2 

TROMETH AMINE (THAM) (PF) (CP-STOCK) 0.6M SOLUTION 

Flavor: 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6322 


PCCA ID: Schedule; 


1) WEIGH TROMETHAMINE (TRIS) IN STERILE WEIGH CUP 

2) ADD TO 80% FINAL VOLUME OF STERILE WATER WITH STIRRING 

3) ONCE IN SOLUTION CHECK PH AND ADJUST TO 9.5 WITH GLACIAL ACETIC ACID 

4) QS TO FINAL VOLUME WITH STERILE WATER AND RE-CHECK/ADJUST PH 

5) 0.22M FILTER INTO EMPTY STERILE BAGS/LABEL 


THAM 0.3M , 3,3ml=1 Meq=1 20mg+++++ 

Note: 


This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR. 

PK Software, Inc. 


174755 34 23 000750 


FDA P00028820 




